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SUMMARY: The Food And Drug Administration (FDA ) is announcing the av~ilabi]ity of a guidance

document entitled “‘Food Additive Petition Expedited Review-Guidance for Industry and Center

for Food Safety and Applied Nutrition Stuff. ” FDA believes it is in the in[erest of enhanced food

safety to review petitions for certain food xkliti~es in an expedited manner. Expedited review

will be considered when an xlditifc is interidcd to dccrcase inciciences of foodborne illnesses

through its antimicrobial actions against human pathogens that might be present in food.

DATES: Written comments concerning this guidance may be submitted at any time

ADDRESSES: Written comments concerning this guidance may be submitted to the Dockets

Management Branch (HFA-305), Food and Drug Administration, 5630 Fishers Lane, rm. 1061,

Rockville, MD 20852. Comments should be identified with the docket number found in brackets

in the heading of this document. Submit written requests for single copies of the guidance to the

Office of Premarket Approval (HFS-200), Food and Drug Administration, 200 C St. SW.,

Washington DC 20204, or by telephone to the Office of Premarket Approval at 202-418-3100

(voice), or FAX 202-418-3131. All requests should identify the guidance by its title of ‘‘Food

Additive Petition Expedited Review—Guidance for Industry and Center for Food Safety and

Applied Nutrition Staff. ” See the SUPPLEMENTARY INFORMATION section for electronic access

to the guidance.
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SUPPLEMENTARY INFORMATION:
.

I. Background

The Federal Food, Drug, and Cosmetic Act (the Qct, (21 U.S.C. 301 t’t .s.eq.) provides for

the approval of the use of food wlditives that are showm to be safe for their intended use. Section

409 of the act (21 L.J.S,C. 348) pro~ridcs for the filing of petitions tt~ request such appro~al, and

aiso authorizes FDA (by deicga[ion ) to initiate the appro~al process. The agency rcccives food

xiditi~e peti[i~lns for a broad range of proposcci Lists. inciudin: pc[i[ions pr~~posing the approlal

of a substunct for usc in nxiucing tile numbtr of polht)gcns in or on (cmd.

FDA twlictcs it is in [he interest t~f cnhwrcui (md safct) to rc~ic~~ pe[itions for certain food

adciititcs in an cximiite~i manner, Expcdi[cd rc~ic~~ \\ill gcncrai]y lx considcrui \vhen an additi~c

is intended to decrease the irrcidcnce O( foodhor-nc illness through its antimicrobial action against

human pathogens that might he present in food.

Designating a food additi~e pc[iti(~n for cxpeclitcd rcfic~~ means thtit the food additive petition

would be re~’iewed ahead of othm- pending food xkiiti~c petitions, i.e., the petition will be placed

at the beginning of the appropriate re~icw queues. All other aspects of the review process (e.g.,

data requirements for the petition, procedures for evaluating petitions and communicating with

petitioners) will be the same for an expedited review petition as for all other food additive petitions,

II. Significance of Guidance

This guidance document represents the agency’s current thinking on the procedures to be

followed for expedited review of food additive petitions. It does not create or confer any rights

for or on any person and does not operate to bind FDA or the public. An alternative approach
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both,

The :u]dancc document

Industry and CCI1[U for Food

the agency’s Good Gliidanct

Cntit]cd““F(d .-!ddi[iic Pc[itionF\pCdi[cd RcI’ir\\”—-CrLlic]:lllcc for

Safety oncl Applied Nutrition Staff” is a LL’LCIi guidance undtr

practices (62 FR 8961, FchuLIaI-j-27’.]997’).h~’e] 1 :uidancc

documents arc generally subject to public comment pri{~r [(~iillplclllcllt:lti[lll. Ho\\cvcr, public

comment prior [o implementation of this guidance document is not required because [hm-e is o

public health justification for immediate implementation.

III. Comments

Interested pcrso]ls Ind}, -:1[ant time, sul~nlit to [ht Dc~Lkc[s ilana:emcn[ Br:~nc’h (addr~’ss

above) tiri[(cn comrncnts rcgardin: tht :uiddncc d~xutncn[. ‘rit(~copies 01-;in> comments m to

be submitted. cxcep[ that indi~idua]s Ins} suhrnit ont cop). Comments m-c to lx identified ivith

the docket number found in hrackcts in tht heading of this docurncnt, The guid:mcc ciocumt:nt

find rcccived commcn[s ma] Iw seen in [ht t)l’t’iccahotc lxtt~cen 9 a.m. and -4 p.m.. lN1onday

through Friday. Such comments will bc considcmd when clctm-mining whether (o amend the

guidance.
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IV. Electronic ,\ccess

William K. Hubbard
Assozi.ate Commissioner for Policy Coordination
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